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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 7/23/2003, 9/23/2003 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disp sition of Claims 

4) ^ Claim(s) 1,15.19, 24, 28-39, 41-47 and 49-5 1 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) IEI Claim(s) 1 75. 19.24.28-39.41-47 and 49-51 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§ 119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attachment(s) 

1) CD Notice of References Cited (PTO-892) 

2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) 24 . 



4) O Interview Summary (PTO-413) Paper No(s). 

5) CD Notice of Informal Patent Application (PTO-152) 

6) □ Other: 
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Continu d Examination Unci r 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 23, 2003 has been entered. 

Claims 1, 15, 19, 24, 28-39, 41-47, 49-51 are pending. Any rejection that is not 
addressed in this Office Action is considered moot in view of new grounds of rejection. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 1, 15, 19, 24, 28-39, 41-47, 49-51 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Levy et al US Patent 5,283,255 in view of Richter et al US 
Patent 5,705,518. 

Levy teaches methods of treating infections comprising topically administering to 
a patient benzoporphyrins which are derivatives of protoporphyrin-IX. Levy further 
administers light to the site of interest where benzoporphyrin is applied, (see abstract, 
col 7, lines 3-35). Levy states that photodynamic treatment is effective for treating 
athlete's foot. Specifically, Levy indicates that his methodology can be employed for 
treating fungal infections (see col 19, line 4, and lines 19-24). It is established in the art 
that athlete's foot is caused by tinea pedis and leads to similar pathophysiological 
conditions as onychomycosis. Levy does not teach the use of 5-aminolevulinic acid as a 
photoactive agent for his methodology. 

Richter teaches that photosensitive compounds include produrgs such as 5- 
aminolevulinic acid which can produce drugs such as protoporphryin (see col, lines 59- 
65; col 5, lines 61-67). The prodrug of Richter provides the same effect in vivo as other 
photosensitizing agents such as porphyrins and benzoporphyrins. (col 5, lines 61 -col 6, 
line 5). Richter teaches topical administration of the prodrug prior to employing 
photodynamic therapy (col 6, lines 8-20). Richter does not teach treatment of fungal 
skin conditions. 

However, it would have been obvious to one of ordinary skill in the art at the time 
of invention to employ 5-aminolevulinic acid, taught by Ricther, in methodology of Levy, 
because as taught by Richter, aminolevulinic acid is expected to produce the same 
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effects as protoporphyrin and benzoporphyrins. Since Levy teaches effectiveness of 
benzoporphyrins in treating skin infections caused by tinea pedius, the ordinary skill in 
the art would have had a reasonable expectation of success to achieve the same 
results when employing 5-aminolevulinic acid of Richter. 

Response to Arguments 

Applicant's arguments filed on July 23, 2003 have been considered but are moot 
in view of the new ground(s) of rejection. However, Examiner would respond to the 
following issues raised by the Applicant about the cited references. 

Applicant appears to be arguing that merely because Richter menions produrgs 
of protoporphrin IX in a laundry list of other classes and levy show that athelte's foot has 
been treated by photodynamic therapy, there is no motivation or reasonable expectation 
of success to combine Richter and Levy, (see amendment at p. 10-11). 

For obviousness under §103, all that is required is a reasonable expectation of 
success. In re Longi % 759 F.2d 887, 897, 225 USPQ 645, 651-52 (Fed. Cir. 1985). 
Obviousness does not require absolute predictability of success. Here, Levy teaches 
that fungal infection can be treated with benzoporphyrins and employing photodynamic 
therapy. Richter further states that aminolevulinic acid is a suitable photosensitizing 
agent as benzoporphyrins of Levy. Thus, the combined teachings of Levy and Richter 
provides reasonable expectation of success to one of ordinary skill in the art to use 5- 
aminolevulinic acid in place of benzoporphyrins of Levy in treating a fungal infection. 

Applicant also argues that Levy's mention of fungal treatment is not an enabling 
disclosure (see amendment at p. 10). In response Examiner state that all statements in 
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Levy's disclosure is construed to be true and correct statements provided by the 
Patentee. Accordingly, absence of credible evidence, Examiner would interpret Levy's 
teachings to be enabling for treatment of athlete's foot and fungal infection. 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shahnam Sharareh whose telephone number is 703- 
306-5400. The examiner can normally be reached on 8:30 am - 6:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, PhD can be reached on 703-308-1877. The 
fax phone number for the organization where this application or proceeding is assigned 
is 703-872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
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Attachment for PTO-948 (Rev. 03/01, or earlier) 

6/18/01 



The below text replaces the pre-printed text under the heading, 
"Information on How to Effect Drawing Changes/' on the back 
of the PTO-948 (Rev. 03/01, or earlier) form. 

INFORMATION ON HOW TO EFFECT DRAWING CHANGES 

1. Correction of Informalities - 37 CFR 1.85 

New corrected drawings must be filed with the changes incorporated therein. 
Identifying indicia, if provided, should include the title of the invention, 
inventor's name, and application number, or docket number (if any) if an 
application number has not been assigned to the application. If this information is 
provided, it must be placed on the front of each sheet and centered within the top 
margin. If corrected drawings are required in a Notice of Allowability (PTOL- 
37), the new drawings MUST be filed within the THREE MONTH shortened 
statutory period set for reply in the Notice of Allowability. Extensions of time 
may NOT be obtained under the provisions of 37 CFR 1 136(a) or (b) for filing 
the corrected drawings after the mailing of a Notice of Allowability. The 
drawings should be filed as a separate paper with a transmittal letter addressed to 
the Official Draftsperson. 

2. Corrections other than Informalities Noted by Draftsperson on form PTO- 
948. 

All changes to the drawings, other than informalities noted by the Draftsperson, 
MUST be made in the same manner as above except that, normally, a highlighted 
(preferably red ink) sketch of the changes to be incorporated into the new 
drawings MUST be approved by the examiner before the application will be 
allowed. No changes will be permitted to be made, other than correction of 
informalities, unless the examiner has approved the proposed changes. 

Timing of Corrections 

Applicant is required to submit the drawing corrections within the 
time period set in the attached Office communication . See 37 CFR 
1.85(a). 

Failure to take corrective action within the set period will result in 
ABANDONMENT of the application. 
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